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The ‘amendment prOV1des for a the,response to(the
" microbiology deficiencies in the letter dated?‘
‘December 22, 1997w(originally for S T
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‘m‘wThe snbmiasiﬂ Asfrecommended
‘“the basis”of rsterility’ ‘assuranteuiy
‘ﬁ{spec:fi* comments regardingithe:

: f;lllng‘process ‘are provided ‘in.*

&

Yo

<
J
:

e e

.

Biiems s

oo s 0l




' .

Mlcroblolog:.st' 8 Revie\r #1

kY i

C. REMARKS: The subject drug is aaeptvcally filled intc~5"

! and 10 mL vials on the £11ling line of. they:
McPherson, Kansas pharmaceutical manufactur””~
facility. ;
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| D. CONCLUSIONS: The submissions are not recommended for

approval on the basis of sterility assuramce:.
| The specific comments regarding the
| ‘ filling process are provided in "E. Reviewsf:

Notes" and "Microbioloaist’s Draft of- Le:;er‘f
to Applicant' < /qs
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